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Appl. Title: PHARMACEUTICAL PREPARATIONS FOR THE TREATMENT OF 
ITCH, NAUSEA, HYPERALGESIA AND THE COMPLICATIONS OF OPIOID 
AGONISTS 

APPELLANT'S BRIEF 

This is an appeal from the Office Action dated July 13, 2006, which 
included the final rejection of Claims 10, 12-15 and 19-24. The requisite fee for 
the Notice of Appeal was filed on October 12, 2006; and the requisite fee for this 
Brief is submitted herewith. 
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REAL PARTY IN INTEREST (37 C.F.R. 41.37(c)(1)(i)) 

Rainforest Nutritionals, Inc., an Arizona Corporation residing in the state of 
Nortli Carolina, is the real party in interest. 
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RELATED APPEALS AND INTERFERENCES (37 C.F.R. 41.37(c)(1)(ii)) 

There are no related appeals or interferences. 
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STATUS OF CLAIMS (37 C.F.R. 41.37(c)(1)(iii)) 

The current status of the claims is as follows: 

No claims are allowed. 

No claims have been objected to. 

Claims 1-9 have been withdrawn from consideration and are not subject to 
appeal. 

Claims 11 and 16-18 have been canceled. 

Claims 10, 12-15 and 19-24 are subject to rejection. 

Claims 10, 12-15 and 19-24 are subject to appeal. 
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STATUS OF AMENDMENTS (37 C.F.R. 41.37(c)(1)(iv)) 

After the Final Office Action of July 12, 2006, the Applicant has not 
amended any pending claims. The Applicant's last amendment was filed on April 
19, 2006; Claims 1-9 were withdrawn; Claims 10, 12, 13 were amended; Claims 
11, and 16-18 were canceled; Claims 21-24 were added. Claims 14, 15, 19, 20 
remain in the original fomns. 
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SUMMARY OF CLAIMED SUBJECT MATTER (37 C.F.R. 41.37(c)(1)(v)) 

The invention of claim 10 comprises an extract of plant material from 
family Euphorbaciae, species Croton 10) that, at a concentration of Img/mL of 
50% (v/v) ethanol/water has a reduced absorbency of about at least 4.3 between 
the range of 390 nm and 430nm relative to the absorbency within the same 
range for unextracted plant material (fls 24-28), and the extract reduces at least 
one symptom (e.g. nausea, emesis, retching, and itch) associated with opiods. 
(lis 11-12) 

Claim 12 depends from claim 10. The invention of claim 12 specifies that 
the absorbency between the range of 390 nm and 430 nm is about 0.110 Abs 
units relative to about 0.515 Abs Units for the unextracted plant material. (Ifs 18, 
53, 54, Figure 6.) 

The invention of daim 13 comprises an extract of the Croton species of 
the family Euphorbaciae that reduces the effect of hyperalgesia (Us 12, 16, 35, 
44 - 47, and Figure 6), and which, at a concentration of about Img/mL of carrier 
has reduced UV absorbency in the range of 390nm to 430nm of at least 4.3 
relative to the same concentration of unextracted material in the same earner (Ifs 
53-54). 

Claim 14 depends from claim 13 and specifies that the earner is aloe 
barbadensis. (Ifs 54-55) 

Claim 15 depends from claim 13 and specifies that the UV absorbency 
between the range of 390 nm and 430 nm is about 0.010 Abs Units relative to 
about 0.030 Abs Units for the unextracted plant material. (Ifs 54 - 55) 

Claim 19 depends from claim 13 and specifies a pharmaceutical dosage 
that reduces opioid-induced nausea, emesis, retching and itch. (IJs 11-12) 
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Claim 20 depends from claim 13 and specifies a phamiaceutical dosage 
tliat reduces motion sicl<ness. fll 35) 

Claim 21 depends from claim 13 and specifies that the extract comprises 
no more than 10% by volume relative to the earner. 

Claim 22 depends from claim 13 and specifies that the proanthocyanidin 
content is reduced at least 50% relative to the proanthocyanidin content of the 
unextracted plant material. (Ifs 18-22, 25-33, 43) 

Claim 23 depends from claim 10 and specifies that the extract is 
administered orally at a concentration of at least 2mg/kg of bodyweight. (Ifs 14, 
19, 37-40, 57) 

Claim 24 depends from claim 10 and specifies that the proanthocyanidin 
content is reduced at least 50% relative to the proanthocyanidin content of the 
unextracted plant material. (Ifs 18-22, 25-33, 43) 
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GROUNDS OF REJECTION TO BE REVIEWED ON APPEAL 
(37 C.F.R.41.37(c)(1)(vi)) 

1. Whether claims 10, 12, 13, 15, and 19-24 are unpatentable under 35 U.S.C. 
§1 02(b) as being anticipated by U.S. Pat. No. 3809749 issued to Persinos. 
(Persinos 749). 

2. Whether claims 10, 12, 13, 15, 19-22, and 24 are unpatentable under 35 
U.S.C. §103(a) over JP 52070010 (abstract), JP 52144665 (abstract), JP 
07010777 (abstract), or Nilubol (example 1, claims). 

3. Whether claims 13-15, 19-22, and 24 are unpatentable under 35 U.S.C. 
§1 03(a) over JP 2000336024 (abstract), EP 897712 (abstract, page 2, lines 
29 - 50), JP 410231239 (abstract) or JP 411139952 (abstract) taken with 
Zaveri (col. 6, lines 48 - end) or Fankhauser et al. (see title, paragraphs 239, 
337). 

4. Whether claims 13-15 and 19-22 are unpatentable under 35 U.S.C. §1 03(a) 
over Persinos taken with Zaveri (col. 6, lines 48 - end) or Fankhouser et al. 
(see title, paragraphs 239, 337). 

5. Whether claims 10, 12, 13, 15, 19-22, and 24 are unpatentable under 35 
U.S.C. §1 03(a) over Persinos taken with JP 52070010 (abstract), JP 
52144665 (abstract), JP 07010777 (abstract), or Nilubol (example 1, claims) 
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ARGUMENT (37 C.F.R. 41.37(c)(1)(vii)) 

I. REJECTION OF CLAIMS 10, 12, 13, 15, AND 19-24 UNDER 35 U.S.C. 
§102(b) BY U.S. PAT. NO. 3809749 ISSUED TO PERSINOS. 
(PERSINOS 749). 

Claims 10 & 13 

A. The Examiner has not presented sufficient evidence or arguments to 
esUibiish a prima facie case. 

Rejections presented to the Board must be supported witli evidence. See 
MPEP 2144.03 A. citing. In re Zurifo, 258 F.3d 1379, 1385, 59 USPQ2d 1693, 
1697 (Fed. Cir. 2001) ("[t]he Board cannot simply reach conclusions based on its 
own understanding or experience or on its assessment of what would be basic 
l<nowledge or common sense. Rather, the Board must point to some concrete 
evidence in the record in support of these findings.") It is well established that a 
reference anticipates a patent claim only if the reference identically discloses all 
the limitations of the claim. Acromed Corp. v. Sofamor Danel( Group, Inc., 253 
F.3d 1371,1383, 59 USPQ2d 1130 (Fed. Cir. 2001); Coming Glass Wotks v. 
Sumitomo Electric U.S.A., 868 F.2d 1251, 1259, 9 USPQ2d 1962, 1968 (Fed. 
Cir. 1989). The Examiner's rejection lacks sufficient evidentiary basis; the 
Examiner's anticipation rejection is based entirely on the following argument: 
"Persinos teaches to orally administer croton extract, it is also taught to topically 
administer it, but it is very clearly stated that it was also orally administered." 
(Office Action dated 7/13/2006, pg. 3-4). ^ 

Here, the Applicant is not merely claiming the oral or topical administration 
of a croton extract. Instead the Applicant's claims specify a topically applied or 
orally administered croton extract having specific measurable reduced 
absorbency characteristics within a particular range of the light spectrum. 
Claim 10 specifies the extract characteristics in an ethanol/water solution and 
claim 13 specifies the extract characteristics in a topical canier. However, for 



^ The Applicant notes that the Examiner first raised the anticipation rejection in the final 
office action, which explains why the Applicant's arguments have not been previously 
presented. 
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claim 10 or claim 13, the Examiner has neither explained where Persinos 749 
expressly discloses the Applicant's claimed reduced absorbency characteristics 
nor where Persinos 749 Inherently discloses the claimed characteristics. 
Accordingly, the Applicant maintains that the Examiner has not established a 
sufficient evidentiary foundation for the rejection. See MPEP 2144.03. 

B. Persinos also fails to anticipate because it produces a different 
product using a different process. 

Despite that the Examiner has failed to explain how he concluded that the 
Persinos 749 extract is identical to the extract in the Applicant's claims, the 
Applicant contests the suggestion that the Persinos' extract is the same or has 
the same properties as the claimed extract. A review of the Persinos '749 
disclosure reveals that the "viscous exudate or sap" of croton lechleri is his 
primary active ingredient. Contrarlly, the Applicant's claimed extract is of "a 
process that retains and concentrates the lipophilic components while reducing 
the hydrophilic proanthocyanidin content of the plant material..." (Appl. No.: 
10/679,006, specification, H 22). Accordingly, the processes, and therefore the 
products, of Persinos and the Applicant are different, which likely explains why 
Persinos 749 fails to describe the reduced absorbency characteristics claimed 
by the Applicant. The Applicant depletes the color rich proanthocyanidin 
compounds whereas Persinos 749 does not. An anticipation rejection is 
inappropriate. In re King, 801 F.2d 1324, 1327, 231 USPQ 136, 138 (Fed.Cir. 
1986); In re Ludtke, 441 F.2d 660,664, 169 USPQ 563, 566 (CCPA 1971) (only 
after the PTO shows sound basis for believing that the products of the applicant 
and the prior art are the same, the applicant has the burden of showing that they 
are not.) 

CLAIMS 12. 23. and 24 

The Applicant also alleges that claims 12, 23, and 24 are not anticipated 
by Persinos 749. Claim 12 specifically recites the reduced relative absorbency 
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(i.e. 0.110 Abs Units relative to 0.515 Abs Units) In the range between 390 nm 
and 430 nm. For the same reasons above, if Persinos '749 does not disclose 
any reduced absorbency characteristics, it certainly does not disclose the 
specified claimed reduced absorbency. Lil<ewise, with regards to claim 23, if 
Persinos 749 does not disclose any reduced absorbency characteristics, it 
certainly does not disclose administering 2mg/kg of the claimed extract with the 
specified reduction in absorbency. And finally, with regards to claim 24, if 
Persinos '749 does not disclose any concentration of proanthocyanidin content, it 
certainly does not disclose administration of an extract having a proanthocyanidin 
content reduction of at least 50%. 

CLAIMS 15. and 19-22 

The Applicant also alleges that claims 15 and 19-22 are not anticipated by 
Persinos 749. Claim 15 specifically recites the reduced relative absorbency (i.e. 
0.010 Abs Units relative to 0.030 Abs Units) in the range between 390 nm and 
430 nm. For the same reasons above, if Persinos 749 does not disclose an 
extract with any reduced absorbency characteristics, it certainly does not 
disclose the Applicant's extract having the specified claimed reduced 
absorbency. Likewise, with regards to claims 19 and 20, if Persinos 749 does 
not disclose a Croton extract having any reduced absorbency characteristics, it 
certainly does not disclose administering an extract with the claimed reduced 
absorbency for treatment of the specified symptoms. A similar argument applies 
for claim 21; because the limitations of the independent claim are not disclosed, 
the ratio of the claimed extract to carrier is also not disclosed. 

n. CLAIMS 10, 12, 13, 15, 19-22, AND 24 UNDER 35 U.S.C. §103 OVER 
JP 52070010 (ABSTRACT), JP 52144665 (ABSTRACT), JP 07010777 
(ABSTRACT), OR NILUBOL (EXAMPLE 1, CLAIMS) 

The Examiner alleges that the above claims are unpatentable under 35 

U.S.C. §1 03(a) over JP 52070010 (abstract), JP 52144665 (abstract), JP 

07010777 (abstract), or Nilubol (example 1, claims). The Assignee disagrees. To 
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establish a prima facie case of obviousness; there must be some suggestion or 
motivation, either in the references themselves or in the knowledge generally 
available to one of ordinary skill In the art, to modify the reference or to combine 
reference teachings; there must be a reasonable expectation of success; and the 
prior art reference (or references when combined) must teach or suggest all the 
claim limitations. MPEP 2143. The Examiner has not alleged sufficient facts or 
reasoning to support a prima facie case of obviousness. 

The Examiner first alleges that each reference teaches that an extract of 
Euphorbaciae is extracted with ethanol and water. The Examiner also writes that 
the Applicant's claimed percentages are not expressly taught by the references; 
but that it would have been obvious to one of ordinary skill in the art that one 
could use 50% (v/v) ethanol to water. The Examiner finally alleges that the 
amounts used of the extract is not defined in the claims since it is not clear what 
the amount of the Euphorbaciae is relative to the whole composition thus giving 
the "1 mg/ml" no patentable weight. The applicant respectfully disagrees and 
requests that the Examiner cite proper authority for his assertion. 

The Applicant maintains that the Examiner has misinterpreted the 
Applicant's claims by ignoring valid claim limitations. As previously expressed, 
the Applicant's recitation of "1 mg/mL of 50% (v/v) ethanol to water" provides a 
reference point to characterize the reduced UV absorbance of the extract in the 
specified range relative to the absorbance of unextracted plant material - NOT to 
claim an organic solvent for making the extract and NOT to specify the "amount 
of the Euphorbaciae relative to the whole composition". Instead, the claim 
limitations specify the properties of the Applicant's croton extract, which include: 
(i.) the ability to treat opiod-induced symptoms; and (ii.) the reduced color content 
of the processed extract, which is specified by the reduced absorbency of the 
extract relative to the non extracted plant material. 

Thus, if one were to process the croton plant material according to the 
method taught in the Applicant's specification, one could eventually produce a 
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quantity of croton extract (with the claimed reduced absorbency characteristics). 
And, the specification instructs how to mal<e the croton extract: 

Latex, or sap from Croton species is mixed with an 
organic solvent. (1 24) 

The organic solvent is added to the latex in a 1:1 
proportion . ( Id . ) 

At this point in the process, the lipophilic 
materials are solutes contained within the organic 
solvent, which are concentrated by evaporation of 
the solvent .... (1 28 ) 

In fact, one could measure the reduced absorbency of the processed extract 
by introducing the 1mg of extract into 1 mL of a 50% (v/v) ethanol/water solution 
and comparing it to the absorbency of the unextracted croton plant material. Or 
as explained in the specification: 

[a]t a concentration of 1 mg of extracted latex to 
1 mL of water the disclosed process yielding the 
extraction (CGO 110) results in a 4.3 fold 
reduction in absorbance at 414 nm, as indicated in 
Figure 1.(1 30) 

Or, in mathematical form: 

Absorbency of unextracted plant material (in Abs) > Absorbency of extracted plant 
material (In Abs) 

The Applicant asserts that the above would be easily understood by a person of 
ordinary skill in the art. The Examiner's decision to ignore the claim limitation 
should be either be withdrawn, or at least explained and supported with proper 
authority. 

Similarly, the Applicant also disagrees with the Examiner's subsequent 
unsupported conclusions that; the "same product is being used" and/or the 
"products of the references each teach the claimed products with the claimed 
absorbencies since the products are made the same way as the applicants 
have." (Office Action, pg. 5-6) The Examiner's reasoning must be explained. See 
/n /B K/ng, 801 F.2d 1324, 1327, 231 USPQ 136, 138 (Fed.Cir. 1986); In m 
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Ludtke, 441 F.2d 660,664, 169 USPQ 563, 566 (CCPA 1971) (only after the PTO 
shows sound basis for believing that the products of the applicant and the prior 
art are the same, the applicant has the burden of showing that they are not.) 
However, both the evidence and the reasoning used by the Examiner to reach 
his conclusions remain undisclosed. More to the point, a review of the abstracts 
cited by the Examiner reveals no mention of the extract absorbencv relative to 
the unextracted plant material . And, the Examiner has not proven that the 
Applicant's extraction processes are the same or equivalent to the process(es) 
disclosed in the cited references. For undisclosed reasons, the Examiner has 
merely assumed that the processes and the products of the references are the 
same as the Applicants. Certainly this is insufficient evidence or proof to deny an 
Applicant a patent right. The Examiner must provide an explanation to allow for 
accountability and affective appellate review. See in re Lee, 277 F.3d 1344-45, 
61USPQ2d 1430, 1435 (Fed. Cir. 2002) (PTO must document its reasoning on 
the record to allow accountability and effective appellate review). Based on the 
above, the Examiner has failed to establish a prima facie case under the 
references. None of the references disclose the reduced absorbency 
characteristics claimed by the Applicant. It follows that the references cannot be 
combined to support an obviousness rejection. 

III. CLAIMS 13-15, 19-22, AND 24 UNDER 35 U.S.C. §103 OVER JP 

2000336024 (ABSTRACT), BP 897712 (ABSTRACT), JP 410231239 
(ABSTRACT), JP 411139952 (ABSTRACT), TAKEN WITH ZAVERI 
(COL. 6, LINES 48 - END) OR FANKHOUSER ET AL. (SEE TITLE, 
PARAGRPAHS 239, 337). 
The Examiner alleges that JP 2000336024 (abstract), EP 897712 (abstract, 
page 2, lines 29-50), JP 410231239 (abstract) or jp 411139952 (abstract) all 
teach use of croton in a cosmetic and that Zaverl and Fankhauser each teach the 
use of aloe barbadensis. As explain above in paragraph II, the Examiner has not 
shown that the products of the references include all the limitations claimed by 
the Applicant. 
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The Applicant again notes that the references fail to disclose the subject 
matter of its claims. Particularly, none of the references disclose or suggest the 
use of a Croton extract with reduced absorbency relative to the absorbency of 
unextracted piant material to treat or reduce opiold-lnduced complications or 
hyperalgesia. It follows that the cited references fail to support a rejection under 
35 U.S.C. §103. See IVIPEP 2143. 

The Applicant also disagrees with the Examiner's conclusion that the 
claim limitation Img/mL carries no patentable weight. The Applicant's 
explanation of the claim limitation is described above in paragraph II. The 
Examiner has failed to offer any authority that allows the PTO to ignore claim 
limitations to support a rejection. 

IV. CLAIMS 13-15, AND 19-22 UNDER 35 U.S.C. §103 OVER PERSINOS 
TAKEN WITH ZAVERI (COL. 6, LINES 48 - END) OR FANKHOUSER ET 
AL. (SEE TITLE, PARAGRPAHS 239, 337). 

The Examiner alleges that Persinos teaches the use of croton extract in a 
cosmetic and that 10% of the viscous croton exudates are used in an example. 
(Office Action, pg. 7) The Examiner next alleges that Zaveri and Fanlthauser 
each teach that aloe barbadensis is known to be used in a cosmetic. (Id.) To 
reiterate the point made above, the Examiner has not shown that the products of 
the references include all the limitations claimed by the Applicant. 

The Applicant notes that the cited references fail to disclose the subject 
matter of its claims. Particularly, none of the references disclose or suggest the 
use of a Croton extract with reduced absorbency relative to the absorbency of 
unextracted plant material to treat or reduce opioid-induced complications or 
hyperalgesia - with a carrier or othenvise. It follows that the cited references fail 
to support a rejection under 35 U.S.C. §103. See MPEP 2143. The Applicant 
also again disagrees with the Examiner's conclusion that the claim limitation 
Img/mL carries no patentable weight. The Applicant's explanation of the claim 
limitation is described above n paragraph II. 
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V. CLAIIMS 10, 12, 13, 15, 19-22 AND 24 UNDER 35 U.S.C. §103 OVER 
PERSINOS TAKEN WITH JP 52070010 (ABSTRACT), JP 52144665 
(ABSTRACT), JP 07010777 (ABSTRACT), OR NILUBOL (EXAMPLE 1, 
CLAIIUS). 

The Examiner again alleges that Persinos teaches to orally and topically 
administer croton extract and that "[t]he Jps and Nilubol teach that an extract of 
Euphorbaciae is extracted with ethanol and water." (Office action, pg 9). 

The Applicant again notes that the cited references do not disclose the 
subject matter of its claims. Particularly, none of the references disclose or 
suggest the use of a Croton extract with reduced absorbencv relative to the 
absortency of unextracted plant material to treat or reduce opioid-induced 
complications or hyperalgesia. It follows that the cited references faW to support a 
rejection under 35 U.S.C. §103. See MPEP 2143. The Applicant also again 
disagrees with the Examiners conclusion that the claim limitation 1mg/mL cames 
no patentable weight. The Applicant's explanation of the claim limitation is 
described above in paragraph II. 



Respectfully submitted, 



Date: January 12, 2007 

s/l\1ichael F. Campillo 
Reg. No. 44,583 

Venable, Campillo Logan & Meaney, PC 
Attorneys for Applicant 
1938 E. Osbom Rd. 
Phoenix, Arizona 85016 
(602) 631-9100 
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CLAIMS APPENDIX (37 C.F.R. 41.37(c)(1)(viii)) 

Claim 1 (witlidrawn): A metliod of suppressing sensory afferent nerve 
mediated events in mammals comprising tfie application of a preparation 
including an extract from family Euphorbaciae liaving reduced proantliocyanidin 
content and concentrated lipopfiilic constituents. 

Claim 2 (withdrawn): Tfie method in claim 1 wherein the extract is created by: 
combining plant material from the family Euphorbaciae with an organic solvent; 
agitating the combination; 

settling the combination into distinct phases to resolve a layer substantially 
comprised of hydrophilic constituents and an organic layer substantially 
comprised of lipophilic constituents; and, 

evaporating the organic layer to resolve the lipophilic constituents. 

Claim 3 (withdrawn): The method of claim 2 wherein the plant material is either 
the viscous latex or at least partially dried latex from the family Euphorbaciae. 

Claim 4 (withdrawn): The method of claim 2 wherein the organic solvent is 
selected from the group consisting of ethyl acetate, isopropanol and 
chlorofomi/Methanol mixture. 

Claim 5 (withdrawn): The method of claim 2 further comprising, 
adding a drying agent to the settled organic layer, prior to the step of evaporating 
the organic layer, to further precipitate any remaining hydrophilic constituents, 
and filtering the organic layer to resolve the lipophilic constituents. 



-17- 



Application No. 10/679006 
Confirmation No. 8907 

Claim 6 (withdrawn): Tlie metliod in claim 6 wherein the drying agent is 
selected from the group consisting of magnesium sulfate and sodium sulfate. 

Claim? (withdrawn): The method in claim 7 wherein the drying agent is 
magnesium sulfate and the amount added is between about five hundred 
milligrams (500 mg) to five grams (5 g) per liter of organic layer. 

Claim 8 (withdrawn): The method in claim 6 wherein, after the step of filtering 
the organic layer, the organic layer at a concentration of one milligram per 
milliliter (1mg/mL) of 50% (v/v) ethanol/water has an absorbance of about 0.120 
Abs Units in the wavelength range between about 390 nm and about 430 nm, 
relative to an absorbency of about 515 Abs Units within the same wavelength 
range. 

Claim 9 (withdrawn): The method of claim 2 wherein the proanthocyanidin 
components are reduced by at least about 100 milligrams per gram relative to the 
parent latex. 

Claim 10 (previously presented): An extract of plant material from family 
Euphorbaciae and species Croton that reduces at least one opioid-induced 
complication selected from the group consisting of; nausea, emesis, retching and 
itch, the extract at a concentration of Img/mL of 50% (v/v) ethanol/water having 
reduced UV absorbency of about at least 4.3 between the range of 390 nm and 
430 nm relative to the absorbency within the same range for unextracted plant 
material. 

Claim 11 (canceled) 
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Claim 12 (currently amended): The extract in claim [[Claim]] 10 wherein the UV 
absorbency between the range of 390 nm and 430 nm is about 0.110 Abs Units 
relative to about 0.515 Abs Units for the unextracted plant material. 

Claim 13 (previously presented): An extract of plant material from species 
Croton family Euphorbaciae that reduces the effect of hyperalgesia, and which at 
a concentration of about 1 mg/mL of carrier has a reduced UV absorbency in the 
range of 390nm to 430nm of at least 4.3 relative to the same concentration of 
unextracted plant material in the same carrier. 

Claim 14 (original): The extract in claim 13 wherein the carrier is aloe 
barbadensis. 

Claim 15 (original): The extract in claim 13 wherein the UV absorbency between 
the range of 390 nm and 430 nm is about 0.010 Abs Units relative to about 0.030 
Abs Units for the unextracted plant material. 

Claim 16 (canceled) 
Claim 17 (canceled) 
Claim 18 (canceled) 

Claim 19 (original) The extract in claim 13 comprising a phannaceutical dosage 
that reduces opioid-induced nausea, emesis, retching and itch. 
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Claim 20 (original) The extract in claim 13 comprising a pliannaceutical dosage 
that reduces motion sicl^ness. 



Claim 21 (New): The extract in claim 13 wherein, 

the extract comprises no more than 10% by volume relative to the carrier. 



Claim 22 (New): The extract in claim 13 wherein, 

the extract has a proanthocyanidin content reduced at least 50% relative 
to the proanthocyanidin content of the unextracted plant material. 



Claim 23 (New): The extract in claim 10 wherein, 

the extract is administered orally at a concentration of at least 2mg/kg of 
bodyweight. 



Claim 24 (New): The extract in claim 10 wherein, 

the extract has a proanthocyanidin content reduced at least 50% relative 
to the proanthocyanidin content of the unextracted plant material. 
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EVIDENCE APPENDIX (37 C.F.R. 41.37(c)(1)(iv)) 
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RELATED PROCEEDINGS APPENDIX (37 C.F.R. 41.37(c)(1)(iv)) 

There are no related proceedings. 
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